COVID-19 Vaccination Plan

South Dakota Department of Health

February 9, 2021

We will begin in just a few moments. Thanks!
Information is current as of 02.08.2021
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This is an emerging, rapidly evolving situation. Information in this
presentation is current as of February 08, 2021. Please check the South

Dakota Department of Health website for the most current information
and guidance.

COVID.sd.gov
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https://doh.sd.gov/news/Coronavirus.aspx

Agenda

Update on Vaccination — Tim Heath
SDIIS Updates — Brett Oakland

Training Update — Carol Chalcraft
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Update on Vaccination
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Doses Administered

Total Doses Administered Total Persons Administered a Vaccine

125,321 86,304

Manufacturer Number of Doses Doses Number of Recipients
FY
Moderna 66,272 Moderna - 1 dose 25,346
Pfizer 59,049 Moderna - Series Complete
Pfizer - 1 dose 20,463
Ptizer - Series Complete 18,554
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SD DOSES Recelved

Pfizer 1 42,900
Pfizer 2 24,375
Moderna 1 55,200
Moderna 2 35,200
LTC Pharm 21,450
Total 153,450
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SD DOSES Recelved

This Weeks 15t dose shipments 14,525
This Weeks 2" dose Shipments 11,150
Doses At Pharmacy 9,477
Second Dose to be given this week 10,950
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Weekly 15t Doses Projected
Pfizer 5,850

Moderna 7,700
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Bonus Doses

Pfizer vaccine yields 6 doses — this will be a label change
Moderna vaccine may vield 1 or 2 extra doses

DO NOT POOL VACCINE FROM MULTIPLE VIALS
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Priority groups
https://doh.sd.gov/documents/COVID19/Vaccine/COVIDV
accineDistribution Phasel.pdf

1A 19,265 22,292 Vaccinated

1B 10,867 2,934 Vaccinated-not including CVS/Walgreens
1C 49,642 21,663 Vaccinated

1D 265,561 26,949

1E 227,448
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https://doh.sd.gov/documents/COVID19/Vaccine/COVIDVaccineDistribution_Phase1.pdf

Expected COVID-19 Vaccine Availability for South Dakota Residents

Population Group January February May-December

Frontline healthcare workers and
long-term care facility healthcareworkers

1B Long-term careresidents

EMS, public health workers, and other
healthcare workers (lab & clinic staff)

1Cc

Law enforcement, correctional officers

Persons aged 65 years and older
Starting (02/08/21) - Those 75 and over

(Age to be lowered in 5-year increments as allocation allows)

High risk patients -

HD dialysis, post-transplant, and activecancer

aJayale am

High risk residents in congregate settings

Persons with 2or more underlying medical
conditions under the age of 65

1D Teachers and other school/college staff

Funeral serviceworkers

Fire servicepersonnel

1E

Includes public-facing workers in
essential and critical infrastructure

. Estimated Vaccine Availability

Phase Note: Tribal vaccine allocation & administration is handled by the IHS
All others 16 years and older Veteran vaccine allocation & administration is handled by the VA

Due to limited allocation of the vaccine, the South Dakota Department of Health will use COVID-19 infection rates and will follow recommendations SOUTH DAKOTA .
from the Advisory Committee on Immunization Practices (ACIP) to guide which counties will receive the vaccine first. ' DEPARTMENT OF HEAI_' | I COVIdegOV

ASOF 02-03-21


https://www.cisa.gov/critical-infrastructure-sectors
https://www.ihs.gov/
https://www.va.gov/health-care/covid-19-vaccine/

— COVID-19 VACCINE PROVIDERS

Please check the Priority Groups Infographic to find out which group you are in (we are currently on Group C).

VACCINE PROVIDERS BY COU

The map below is best viewed on a desktop/laptop computer or in landscape mode on mobile (i.e. holding the phone
sideways).

Campbell McPherson Marshall

Edmunds

Grant

Faulk

Sulty Harnlir

Hughes
Stanley e Kingsbury Brookings

Jerauld
Jones

Aurora

Douglas

Hutchinson e
Charles
Mix

Bon
Homme

Yankton

£ Avera & Monument Mobridge Northern Plains
Sanford Avera Sanford Health Hospital Health Network
COVID-19 Vaccine Providers:
Avera Health Monument Health Mobridge Hospital Sanford Health

Northern Plains Health Network: Beadle & Sanborn | Brookings | Codington | Lake

VaccineFinder.org will be updated once COVID-19 vaccination is widely available to the public to help direct people to
find a vaccine provider near them.
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South Dakota: All Federal Pharmacy Partners
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DRAFT — PRE-DECISIONAL & DELIBERATIVE

CWV5S

Walgresns

Walmart

Rite Aid

Kroger Corporate Pharmacy
Albertsons

Fublix Super Markets
Retail Business Services
COSTCO

H-E-B

Hy-Vee

Meijer Pharmacy
Southeastern Grocers
FPharMerica

Lewis Drug
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Cardinal
Topco
CPESN
ABC

MHA
Health Mart
Gerimed

Innovatix



Federal Partners in SD

First Dose  Second Dose Total

BOP 100 1 101
VA 6,856 1,539 8,395
IHS 10,168 2,943 13,111
DOD 1,363 210 1,573
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Janssen/Johnson & Johnson Vaccine

 Have applied for EUA
 FDA to meet on February 26
* Viral Vector vaccine
 5dosevials
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SDIIS Updates
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South Dakota Immunization Information System (SDIIS)

 SDIIS Training: https://doh.sd.gov/COVID/Vaccine/Providers.aspx

The following trainings are available for new users and serve as a review for skilled users. Data Entry staff,
whether vaccinators or ancillary staff, should view, at minimum, Trainings 1, 2, and 3. Staff tasked with
Data Entry and Inventory Management, e.g. Vaccine Coordinators, should view all SDIIS trainings.

User Application (next slide)

Login and Settings (updated 12/02/20)

Search for Patients and Edit Information (updated 02/08/21)
Give Vaccine (updated 01/11/21)

Ordering and Receiving (updated 02/01/21)

Inventory Management (updated 12/28/20)

5a. Wastage Reconciliation (01/26/21)

Vaccine Transfer (updated 01/12/21)

Patient Detail Report (01/05/21)
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https://doh.sd.gov/COVID/Vaccine/Providers.aspx
https://doh.sd.gov/documents/COVID19/Vaccine/SDIIS_UserApplication.pdf
https://doh.sd.gov/documents/COVID19/Vaccine/SDIIS_Training1_login_SetUp.pdf
https://doh.sd.gov/documents/COVID19/Vaccine/SDIIS_Training2_SearchPatients_EditInfo.pdf
https://doh.sd.gov/documents/COVID19/Vaccine/SDIIS_Training3_givevaccine.pdf
https://doh.sd.gov/documents/COVID19/Vaccine/SDIIS_Training4_ordering_receiving.pdf
https://doh.sd.gov/documents/COVID19/Vaccine/SDIIS_Training5_inventory-management.pdf
https://doh.sd.gov/documents/COVID19/Vaccine/SDIIS_Training5a_WastageReconciliation.pdf
https://doh.sd.gov/documents/COVID19/Vaccine/SDIIS_Training6_vaccine-transfer.pdf
https://doh.sd.gov/documents/COVID19/Vaccine/SDIIS_Training7_PatientDetailReport.pdf

South Dakota Immunization Information System (SDIIS)

South Dakota Immunization Information System (SDIIS)

USER ACCESS ACCOUNT APPLICATION

Please complete this form to request a user account for each staff member who needs access to the SDII5.
Upon completion and return of this form, a USER ID and temporary PASSWORD will be assigned. Once the
credentials have been assigned, we recommend you change your password after you leg in for the first
time. Password: Passwords should be AT LEAST characters and include a ination of letters, numkb,

e KA * SDIIS User Access Application
form in your files and email the completed form to brett.oakland @ state.sd.us or fax to (605) 367-5357.
- UPDATED:
N o - Used to request access for new users to SDIIS
(st yourname o you'd 1 o 552 diployedin cheimmnizton lnformaien Sem) - Used for those who to need view/enter data into the SDIIS
MName of Clinic/ Facility: . . .
- NEW: Section regarding vaccinator status

SDIIS USER ACCESS ACCOUNT INFORMATION

SDNIS PIN: Phone Number: Ext.

Individual Emiail Address:

(Shared email accounts are not acceptable)

_ - - Has been added to Provider Education website
v v i o, bt conet i memictions or ¢ ecrd - https://doh.sd.gov/COVID/Vaccine/Providers.aspx

[] Data Entry - enter immunizations and edit patient records, but no access to inventory
[1 Inventory Management - enter immunizations, edit patient records, access to fadlity inventory

Does user float between dinic sites? (Check one): O Yes O No
(If yes, a separate application must be completed for each clinic)

VACCINATOR STATUS:
[ will be administering vaccinations for this facility.
lam: CORN [ CMA CIPA [l Pharmadist [ Other
OLWPN COMD/DO CONP [ Student
11 will NOT be administering vaccinations for this facility.
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https://doh.sd.gov/COVID/Vaccine/Providers.aspx

South Dakota Immunization Information System (SDIIS)

e COVID-19 Vaccine Data Entry Reminders

- Use simple search parameters when searching for patients in SDIIS.

Use first initial and birthdate, or

Use first three letters of first and last name

Remember to search for full name vs. nickname — e.g. James vs. Jim

Please ensure that the name and birthdate match the person who is vaccinated. Check address and phone,
anything to help confirm patient identity

Avoid creating duplicate records.

If multiple patient searches come up empty, then you may ADD NEW PATIENT

- When selecting priority group, DO NOT select Priority Group “2"d Dose” if patient record does not already have

one dose
- Ensure that the 2" dose of COVID-19 vaccine is the same brand as the first dose

- ALL COVID-19 vaccine records in SDIIS must have an ADDRESS (City, State, Zip, County)
- ALL COVID-19 vaccine records in SDIIS must include GENDER, RACE, ETHNICITY (Hispanic Origin in SDIIS)

SOUTH DAKOTA DEPARTMENT OF HEALTH
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South Dakota Immunization Information System (SDIIS)

PRIORITY GROTFE) * Pandemic Population Groups
cniu;;mn - For COVID-19 Vaccine: After entering COVID-19 vaccine, a PRIORITY

GROUP(S) screen will appear

- Select the box of population group that best defines the recipient

- 2" Dose — choose this box if patient is receiving 2" dose

- Click UPDATE

- Vaccine recipient may belong to multiple population groups. Please
only choose the one highest priority option.

- FIRST DOSE ONLY: Priority Groups must be counted every day and
reported to the Daily Qualtrics Survey found here:
https://dohsd.sjcl.qualtrics.com/jfe/form/SV_5AN1S7ekyyQPovH .
All groups must report by first thing the following day.

- SECOND DOSE: Priority Groups WILL NOT BE reported to the Daily
Qualtrics Survey.

0|=°"“* DAKOTA DEPARTMENT OF HEALTH
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https://dohsd.sjc1.qualtrics.com/jfe/form/SV_5AN1S7ekyyQPovH

South Dakota Immunization Information System (SDIIS)

PATIENT SUMMARY ° . . .
uSe8 NAME: st ook CLI: Con gt It Patient Information
PATIENT INFORMATION
PATIENT ID: 140-00002-1505381 PARENT: .
_ Click EDIT under PATIENT INFORMATION
N — ALIAS: PRIMARY#:
ML A TENANCE DOB: 1/1/1940 (80 years, 10 months) PCP: H
GEMNDER: REMINDER: SeCt 1on

s i - The EDIT PATIENT INFORMATION screen will

STATUS: Active

CONTRAINDICATIONS
CHART#:

NO CONTRAINDICATIONS ADDED. d p p ear
VACCINE HISTORY
VACCINE [#] DATE  ADV | ENT | PATIENLNOTES
NO VACCINES HAVE BEEN ADDED. BN LSRN HIBIES
There are no notes.
QUALIFYING INTERVIEW

There are no qualifying interviews.
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South Dakota Immunization Information System (SDIIS)

SEARCH PATIENTS

RE

INVENTOR

PORTS

, v
MY SETTINGS
[= NG

EDIT PATIENT INFORMATION  Edit Patient Information

Bert Oak
DOB: 1/1/1940

Please enter the following, which are
REQUIRED for COVID-19 Vaccination Plan,
- Confirm name, date of birth

RECORD INFORMATION

PATIENT INFORMATION

Ber |
I - Gender
,
I . - Race —click EDIT and choose
- icitv — cli
il Ethnicity — click HISPANIC ORIGIN
— —— dropdown
Bctive o . . .
] - Choose non-Hispanic, if so

- Choose Unknown Hispanic, if origin
unknown
VFC Eligibility — choose NOT ELIGIBLE for all
adults; choose best option for 18 and under
- Not required for COVID-19 vaccine
documentation, but SDIIS requires this
field to be completed.
Click UPDATE

e ISGUTH DAKOTA DEPARTMENT OF HEALTH
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South Dakota Immunization Information System (SDIIS)

SDIIS South Dakota Immunization Information System

Not intended for press or for reporting purposes.

|
PATIENT SUMMARY
USER NAME: Brett Oakland CLINIC: Central Registry
PATIENT ID: 140-00002-1505381 PARENT:
NAME: Bert Oak ADDRESS:
ALIAS: PRIMARY#:
DOB: 1/1/1940 (80 years, 10 months) PCP:
GENDER: REMINDER:
HEALTH pLA T E
VFC:
STATUS: Ve CONTRAINDICATIONS
CHART#:
NO CONTRAINDICATIONS ADDED.
VACCINE HISTORY
VACCINE n DATE ADV m
NO VACCINES HAVE BEEN ADDED. ‘“°“"Y AIE
here are no notes.
QUALIFYING INTERVIEW
There are no quslifying interviews.
[ oone J

 Edit Contact Information

Click EDIT under CONTACT INFORMATION
section

The EDIT CONTACT & GENERAL INFORMATION
screen will appear
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South Dakota Immunization Information System (SDIIS)

EDIT CONTACT & GENERAL INFORMATION

* Edit Contact Information

DOB: 1/11/1940

PARENT AND GUARDIAN INFORMATION

- Please enter the following:
- Parent & Guardian Information for clients
under age 18 (SSN’s not necessary)
- REQUIRED for COVID-19 Vaccination Plan
PATIENT ADDRESS — click EDIT
- EDIT PATIENT ADDRESS screen will
appear; see next slide.
- Click UPDATE when address is complete
- Enter phone numbers — no dashes —
XXXXXXXXXX
- May enter Primary Care Physician information,
if known
- Click UPDATE

PRIMARY CARE PHY SICIAN PHONE NUMEBER

MAINTENANCE
TUTORIAL

PATIENT ADDRESS

I

2 ?
M a
[x] 3
< <

PHOME NUMBERS

055995999

REMINDER ACTIVITY
11172020

EXPANSION FIELDS

PRIMARY CARE PHY SICIAN NAME

p ISJ:.'.H.ITH DAKOTA DEPARTMENT OF HEALTH
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South Dakota Immunization Information System (SDIIS)

SD1 IS South Dakota Immunization Information System

 Edit Contact Information
SEARCH PATIENTS EDIT PATIENT ADDRESS

- Please enter the following:

o - EDIT PATIENT ADDRESS screen

PATIENT ADDRESS - Complete ADDRESS and ZIP CODE fields

- Click SUBMIT next to the ZIP CODE field.
The proper state, county, and city should

I N S— be highlighted. If not, please correct.

- ADDRESS LINE 2 - Do not enter City, SD —
this is for and extension of the street
address, e.g., “PO Box xx”, “Apt #”, etc.

- Click UPDATE when address is complete

MY SETTINGS
CLINIC SETTINGS
- n
MAINTENANCE 1234 Immunity Avenue X _

TUTORIAL

LOG OUT

South Dakota Sioux Falls {(Part-Lincoln)

NOTE: If a recipient refuses to provide ADDRESS please obtain, at
minimum, the ZIP CODE. With the ZIP CODE field, we can ascertain
state, county, and city. You MUST click SUBMIT next to the zip code. "‘
r ISQUTH DAKOTA DEPARTMENT OF HEALTH
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South Dakota Immunization Information System (SDIIS)

* Receiving Vaccine

AVANZA .
T * Part 3: Add Inventory

- To create an inventory item that is not
Weicome Io ihe South Daketa Depariment of Heslis Immanization nformation allocated to your facility by SDDOH through
— S e e s e et VTrcksS

- Federal Retail Pharmacy Rollout Program
- Other federal allocations: IHS, VA, etc.
S T———

was developed fo ensure complete and timely immunizatien for all people in the
' el e - Private vaccine

B - When your vaccine order arrives, select the
INVENTORY button on the left-hand side of
the screen.

- The EDIT INVENTORY screen will appear.

e IEGUTH DAKOTA DEPARTMENT OF HEALTH
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South Dakota Immunization Information System (SDIIS)

EDIT INVENTORY

CHOOSE CLINIC
[Test Clinic 2010 (#7734) V|

VACCINE FUNDING SOURCE LOT NUMBER{5) EXPIRATION DATE(S) CURREMNT VOLUME
Flu High Dose  Private ZRA79 03282022 29
Men MPSV4 Private ZRA379 03282022 -2
Tdap Private 3543T 03052022 35
Varicella WFC 1687291 0ar 12022 20
Zoster-Shingrix  Private 1621934 012802022 17

[ sHipmenTs ] BATCHES CLOSE INVENTORY

Part 3: Add Inventory

Verify that your clinic name is in the CHOOSE
CLINIC field.

Your current inventory is listed.

Select the ADD INVENTORY button on the
bottom of the EDIT INVENTORY screen

The ADD NEW INVENTORY screen will appear.

e ISGUTH DAKOTA DEPARTMENT OF HEALTH
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South Dakota Immunization Information System (SDIIS)

ADD NEW INVENTORY

Part 3: Add Inventory

- VACCINE dropdown: choose name of vaccine
item to add to inventory

- SOURCE/VENDOR & FUNDING SOURCE: There
are no specific selections for COVID-19
vaccine, so choose best selections.

-  CURRENT VOLUME: enter total doses received

- DOSAGE VOLUME: DO NOT change; must
remain at 1.

- MINIMUM VOLUME: not relevant, leave at O

- ACTIVE & RECOMMEND checkboxes — uncheck

when lot usage is complete
- NOTES: add description
: - Click NEXT
Pragiag et Fhemecy Taceine Rotlomt - The SELECT LOTS screen will appear
".I
r SOUTH DAKOTA DEPARTMENT OF HEALTH
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South Dakota Immunization Information System (SDIIS)

SELECTLOTS
R . * Part 3: Add Inventory
H ma f— —
- MANUFACTURER dropdown: select name of
] 004M204 12/31/20689 Moderna . . . .
e —— 113112080 Modorna manufacturer to simplify list to include only lot
O] 010M20A 12/31/2069 Moderna numbers associated with manufacturer
LI ZEUILE i - Check the box next to the lot number that
O 011L204A 1253152069 Maoderna .
O otizos 12312065 Modema matches the lot number of the shipment
[ 012M20A 12/31/2069 Modema received.
g z;;;“‘; E‘z:gz :3“"““ - Click ASSOCIATE LOT(S) button
O oesizen 12312089 Moderna - The EDIT INVENTORY ITEM screen will appear
] 030L204A 1213142069 Modermna
[l 0321204 1213172068 Maoderna
| 041L204A 1213142069 Modermna
] 0421204 1203172069 Maoderna
O 0431204 12/31/2069 Modema - If lot number is not in the list, click ADD NEW
o / LOT button and complete ADD NEW LOT
' screen (no slides included)

ADD NEW LOT ASSOCIATE LOT(S) CAMNCEL
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South Dakota Immunization Information System (SDIIS)

EDIT INVENTORY ITEM

Part 3: Add Inventory

COVID-13-M0D 1Y Non-VFC
1 0|

Federal Retail Pharmacy Vaccine Hollout Program

Review information for accuracy
Click UPDATE button
The EDIT INVENTORY screen will appear

LOT INFORMATION
LOT NUMBER EXPIRATION DATE NDC MANUFACTURER
007M204A 1213172065 07 77-0273-99(COV-19(Moderna))  Modema
RECONCILIATION INFORMATION
DATE TYPE VOLUME NOTES
0173172021 Received 200 Initial Volume

p Im DAKOTA DEFARTMENT OF HEALTH
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South Dakota Immunization Information System (SDIIS)

EDIT INVENTORY

CHOOSE CLINIC
[Test Clinic 2010 (£7734) /|

VACCINE FUNDING SOURCE LOT NUMBER(5) EXPIRATION DATE(S) CURRENT VOLUME
COVID-19-MOD  Neon-VFC 007MZ20A 1273172069 prm——— 200
Flu High Dose  Private ZRATY 032872022 29
Men MP5V4 Private ZRA79 032872022 -2
Tdap Private 55437 03/05/2022 36
Varicella VFC 1667291 091172022 20
Zoster-Shingrix  Private 1621934 0172972022 17

ADD INVENTORY SHIFMENTS ORDERS BATCHES N

Part 3: Add Inventory

Iltem has been added to inventory
Click CLOSE INVENTORY button
HAPPY VACCINATING!!!
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Training Update
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Storage and handling updated info/resource:

e USP Tool Kit-resources for updated information.
e COVID-19 Vaccine Handling Toolkit (usp.org)

SLUTH DakOTa DEFARTRENTLF HEALIH
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https://protect2.fireeye.com/v1/url?k=681b6129-378059fd-681b5016-0cc47a6d17cc-d6e23d636da56b8d&q=1&e=f9104c48-882c-4a92-8033-5a7986d2844a&u=https%3A%2F%2Fwww.usp.org%2Fcovid-19%2Fvaccine-handling-toolkit

Reminder: Proper storage is critical

Shots gone bad: Residents at five
Ohio facilities must get COVID-19
vaccine again after doses are stored
wrong

SLUTH DakOTa DEFARTRENTLF HEALIH
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Florida health department to audit county's handling of COVID-19
vaccines after 1,000 doses damaged.....

Officials found that 1,160 doses of the vaccine were stored
iIncorrectly in a refrigerator that was turned off.
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The Institute for Safe Medication Practices (ISMP) on Jan. 27
released its list of the top 10 medication errors from 2020.

All can be avoided or minimized through operational
Improvements.

SOUTH DAKOTA DEFARTMENT OF HEALTH
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https://ismp.org/resources/start-year-right-preventing-these-top-10-medication-errors-and-hazards-2020

The 10 preventable medication errors:

1. Prescribing, dispensing and administering extended-release opioids to patients who are opioid-
naive

Not using smart infusion pumps with dose error-reduction systems in perioperative settings
Oxytocin errors

Hazards resulting from infusion pumps being positioned outside of COVID-19 patients’ rooms

a bk~ w0 DN

COVID-19 vaccine errors

e IEGI.!TH DAKOTA DEPARTMENT OF HEALTH
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The 10 preventable medication errors:
6. Use of the “syringe pull-back” verification method during pharmacy sterile compounding
7. Combining or manipulating commercially available sterile products outside a pharmacy

8. Medication loss in the tubing when administering small-volume infusions with a primary
administration set

9. Intraspinal injection errors with tranexamic acid

10.Use of error-prone abbreviations, symbols or dose designations

e IEGUTH DAKOTA DEPARTMENT OF HEALTH
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ISMP COVID-19 vaccine errors since mid-December 2020.

Dilution errors with Pfizer-BioNTech vaccine
* |ed to overdoses when too little diluent was used

Patients received (IM) monoclonal antibody instead of the Moderna vaccine
« due to vague labeling of the monoclonal antibody

Wasted vaccines from inefficient scheduling or “no shows”

Administration to patients younger than indicated

SLUTH DakOTa DEFARTRENTLF HEALIH

Not intended for press or for reporting purposes.


https://www.ismp.org/resources/learning-errors-new-covid-19-vaccines

Contributing factors applicable from common flu
vaccination errors

look-alike vaccine names, labels, and packaging;
* unsegregated refrigerator/freezer storage;

« mixing/dilution errors;

e communication barriers with patients;

* not checking/documenting administration in the immunization
iInformation system (I1S);

e temperature excursions;

« and the inability to use technologies such as barcode scanning
during mass immunizations.

Not intended for press or for reporting purposes.
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VAEm Vaccine Adverse Event Reporting System
www.vaers.hhs.gov

« Healthcare providers are required by law to report to VAERS
Any adverse event listed in the VAERS Table of Reportable
Events Following Vaccination that occurs within the specified
time period after vaccination

An adverse event listed by the vaccine manufacturer as a
contraindication to further doses of the vaccine

« Healthcare providers are strongly encouraged to report:
Any adverse event that occurs after the administration of a
vaccine licensed in the United States, whether or not it is
clear that a vaccine caused the adverse event
Vaccine administration errors

SOUTH DAKOTA DEPARTMENT OF HEALTH
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https://vaers.hhs.gov/faq.html
https://vaers.hhs.gov/docs/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf

COVID-19 mRNA Vaccines
_*, What Clinic Personnel Need to Know

Pfizer-BioNTech Meoderna
Product Pfizer-BioNTech COVID-19 Vaccine Moderna COVID-19 Vaccine
(BNT162b2) (MRNA1273)
Vaccine type mMRMNA (messenger RNA) mRMNA (messenger RNA)
Age indication 16 years of age and older 18 years of age and older
Basic information CDC Resources: CDC Resources:
Pfizer-BioNTech COVID-19 Overview Moderna COVID-19 Overview
www.ad:.ﬁwfvu:lnulf:wid-'l 9finfo-by-product/pfizer/ | www.cdcgovjvaccines/cavid-15/info-by-product/
indwchtml radernafindaex, html
ACIP Interim Recommendation for Use ACIP Interim Recommendation for Use
of Pizer-BioNTech COVID-19 Vaccine of Moderna COVID-19 Vaccine
wiww. cde.gov fmmwr fvolumas 69 fwr/mmb950e2. vowow,cde. gov,/mmwr volumas /83 fwr /mmB351 52a1.
htm?s_cidmmm8950a2_w htrn?s_cidmmm@95152e1 _w
Pfizer-BioNTech Resources: Maoderna Resources:
Pfizer-BioNTech COVID-19 vaccine website Maderna COVID-19 vaccine website
winw. cvdvaccine-us.com v modamatx.com /covid19vaccine-eua/providars |
Emergency Use For Providers For Providers
Authorization (EUA) www.fda.gov/madia /144413 /download wowew fda. govfmudia (144637 (download
factsheets For Recipients and Caregivers For Recipients and Caregivers
Requirad to be given English English
te raclplants in place of www. fda.govfmadia 144414 /download i fdagovmadia (144638 download
aWaccine Information
Statarment (VI5) Translations Translations
wiww. fda.gevfamargancy-praparednass-and-response/ werw. fdla. gov famargancy-praparedr d-resp
coronavirus-disease-2019-covid-19/pfizar-bi h corenavirus-di 2019-covid-19/moderna-covid-
covid-19-vaceing 19vaccine
Presentation « Frozen liquid concentrate, no preservative + Frozen liquid, no preservative
« Multidose vial, at least 5 doses /vial= « Multidose vial, at least 10 doses fvial*

* Some syringe types may be able to draw up to 6=7 full * Some syringe types may be able to draw up 11 full doses
doses par vial, which i3 scceptable, Never combing per vial, which is acceptable. Never combine vacecing from
vaccine from more than 1 vial to make a dose. more than 1 vial to make a dose.

Packaging « 195 vials/tray (975 doses) « 10 vials/carton (100 doses)

« 1-5 trays per shipper
« Each tray: 9" x 9" x 1.6"

= Each carton: 2" x 2" x 5-3/8"

Minimum shipment

975 doses (195 multidose vials)

100 doses (10 multidose vials)

Not intended for press or for reporting purposes.
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COVID-19 mRNA Vaccines
What Clinic Personnel Need to Know continued) page 20f 5

_ Pfizer-BioNTech Moderna

Storage and handling

SHIPPING
Shipped at -80°C to -60°C (-112°F to - 76°F)

STORAGE
{protect from light during storage)
Frozen: -80°C to -60°C (-112°F to -76°F)
In “ultracold” temperature freezer
= Up to 6 months
In Pfizer thermal shipper with dry ice
« Up to 30 days if following Pfizer instructions
for dry ice replenishment and # of openings
allowedper day

SHIPPING
Shipped at -25°C to -15°C (-13°F to 5°F)

STORAGE
(protect from light during storage)
Frozen: -25°C to -15°C (-13°F to 5°F)
= Up to 6 months
= If storing in freezer with other routinely
recommended vaccines, carefully adjust
freezer temperature range to THIS vaccine
« Do NOT store on dry ice

Refrigerated: 2°C to 8°C (36°F to 46°F)

Thermal Shipping Container Dry Ice Replenishment
Instrictions
wwaw,evdvaecine-us.com/fimages/pdfjDrylce
Replenishment pdf
Refiigerated: 2° to 8°C (36° to 46°F)
« Unopened vial: up to 5 days (120 hours) /
must discard after 120 hours
« Unopened vial: up to 2 hours at room
temperature (up to 25°C [77°F])
« Punctured vial: up to 6 hours in
refrigerator or at room temperature
[2° to 25°C [36° to T7°F])
« Thawed vaccine cannot be refrozen
CDC Resources:
Storage and Handling Summary (Pfizer)
www.cde.govvaceines fcovid-19/info-by-product/pfizerf
downloadsstorage-summary. pdf
Ultracold Vaccine Storage Temperature Log
CELSIUS  www.cde govfvaccines fcovid-19/
info-by-product/pfizer/downloads ftemp-log-ultra-
cold-storage-celsius. pdf
FAHRENHEIT www.cdegovfvaccines/covid-19f
info-by-product/ pfizer/dewnloads ftemp-log-ultra-
cold-storage-fah ranheit pdf
Refrigerator Vaccine Storage Temperature Log
CELSIUS  www.cdc gov vaccines fcovid-19 down-
loads frefrigerator-storage-logger-celsius. pdf
FAI-I RE NH EI'I' Mcdcgcw{vacclﬂssfmd—l 9/
refrig storage-logger-fahrenheit. pdf

Pfizer Resource:

Sborage and handling guidance
accine-us.com|product-storage-and-dry-ice

» Unopened vial: up to 30 days
» Unopened vial: up to 12 hours at room
temperature {up to 25°C [77°F])
» Punctured vial: up to 6 hours in
refrigerator or at room temperature
(2° to 25°C [36° to 77°F])
= Thawed vaccine cannot be refrozen
CDC Resources:
Storage and Handling Summary (Moderna)
www.cdc govjvacdnes jcovid-19/info-by-product)
modema/downloads (storage-summary.pdf
Freezer Vaccine Storage Temperature Log
CELS IU 5 \wuwcdc gm.rf\laccmeslfcmud-l 3finfo-

plog-freezer-

smragacdslus.pdf
FAHRENHEIT www.cde gov/vaccinescovid-15/
info-by-product/modernajdownloads ftemp-log-
freezer-storage-fahrenheit pdf

Refrigerator Vaccine Storage Temperature Log
CELSIUS  www.cde.govfvaccinescovid-19fdown-
loads refrigerator-storage-logger-celsius. pdf
FA HREN HE IT o, odr_gmrjrvmms,rmld 'I‘.!Jr

rage-logger-fal

Moderna Resource:

Storage and handling guidance
‘www.modemnate. comjcovid 1 9vaccine-euafproviders|
storage-handling

COMTINUED OM THE MEXT FAGE

Not intended for press or for reporting purposes.
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Handling a Temperature Excursion in Your Vaccine Storage Unit

Any temperature reading cutside ranges recommended in the manufacturers’ package inserts is considered a
temperature excursion. ldentify temperature excursions quickly and take immediste action to corect them. This can
prevent vaccine waste and the potential need to revaccinate patients.

» Motify the primary
or alternate
vaccine coordinator
immediately or report
the problem to a
SUpEryison

» Motify staff by labeling
exposed vaccines, “DO
NOT USE" and placing
them in a separate
container apart from
other vaccines in the
storage unit. Do not
discard these vaccines.

» Document details of the
temperature excursion:

-

-

.

.

Dat= and tme

Storage unit
temperature (including
minirmum/masimum
temperatures during
the time of the svent. Iif
availlable)

Room temperature, f
avallable

Mame of the person
completing the repart
General description

of the event (1.2, what
happened)

If using a digital data
logger (DOL), determine
the length of time
vaccine may have been
affected

Imventory of affected
vaccines

List of items in the unit
other than vaccines
{including water bottles)
Any problems with the
storage unit andfor
affected vaccines before
the event

COrther relevant
informaticn

WACCIME STORAGE AMD HANDLING TOOLKIT

» Contact your

immunization program
andfor vaccine
manufacturer(s) for
guidance per your
standard operating
procedures (SOPs).

» Be prepared to provide

the immunization
program or manufacturer
with decumentation

and DDL data so they
can offer you the best
guidance,

Cantact manufacturer
for axcursions:

Dynavax 1-B44-476-4728

Bilogiel Loty 11255240
Medliilone 14776334411
Marck 1-800-672-6372
Piizar 1-600-436-1085
SanofiPagtewr  1-900-923-2053

If the temperature
alamm goes off
repeatedly, do not
disconnect the

alam wntil you have
determined and
addressed the causa.

Check the basics,
including:

= Power supply

= Unit door(s)

= Thermostat settings

If the excursion

was the result of a
temperature fluctuation,
refer tothe section,
“Waccine Storage and
Temperature Monitaring
Equipment.” in CDC's
Vaccine Storage and
Handling Toaolkit for
detailed guidance on
adjusting storage unit
temperature to the
appropriate range.

If you believe the
storage unit has

failed, implement your
emergency vaccine
storage and handling
S0Ps. Mever allow
vaccines to remain in

a nenfunctioning unit
following a temperature
exeursion.

34
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VACCINE EXPOSED TO ABNOERMAL TEMPERATURES WORKSHEET DATE: / !

P SOUTH DAKOTA INMUNIZATION PROGRAM
v

LAFEHEATH | PROVIDEER NUMBER: | FACILITY NAME: CONTACT PERSOMN: FHOMNE NUMBEE.:

1} Refer to SOUTH DAKOTA INMUNIZATION PROGEAM POLICY #4 — VFC Vaccine Exposed to Abnormal Temperatures.
Contact the Immumization Program to report the incident, and complete thiz worksheet for ALL temperature excursions.

2) Please Exphain the Incident:

3) What 15 the current ROOM temperature, if available? OCF 4) What 15 the current temperature of the affected storage UNIT? oc
3) Vacoine was exposed to tenperatures that weretoo: HIGH LOW | 6) How long was the vaccine out of normal temperature range? Hours
T} What was the max/min abnormal temperature recorded on the Digital Data Logger? °C | ) PRINT DIGITAL DATA LOGGER REFORT

9) Was vaceme moved to an alternate location? YES NO | 10) Was temperature momtored confirmously with a2 Dimtal Data Logger durmg relocaton” YES NO

11} Where was vacoine moved to?

17y Contact the manufacturers of each exposed vaccine. Complete the table on opposite page. Use multiple sheets if necessary.

13) Dd the temperature excursion result in any vaccine wastage? YES NOD

HYES, refer to SOUTH DAKOTA IMMUNIZATION FROGEAM POLICY #07 - VEFC Vaccine Wastage & Return and Monthly Vaccine Wastage Report.
All vaccine wastage due to exposure to abnormal temperatures 15 ehable for retom to McKesson, except parhally nsed mmlti-dose wals (e g. Influenza, Pohao).

14) Submit completed Worksheet to 5D Immunization Program. Check and include the following, if applicable:

O Dhd you mchide a copy of the Digtal Data Logger report recording the incident ((uestions 4-8)7

O Dhid you inchide a copy of the Digital Data Logger repert recording temperatures during relocation, if apphicable ((uestion 10)7

O Dhid you inchide a Monthly Vaccine Wastage Report, if applicable, listing all vaccines that were compromised due to the ineident (Cuestion 13)7

Manufacturers’ Phone Numbers | GSE: 1-866-475-8212 | MERCK: 1-800-672-6372 | SANOFI PASTEUR: 1-800-8221-1463 | PFIZER: 1-300-999-93%4
Mail thiz form to: South Dakota Department of Health - Immunization Program - 615 E. Fourth 5t. - Pierre, SD 57501 | Phone: (605) 7734963 with questions.

SLUTH DakOTa DEFARTRENTLF HEALIH
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Moderna Vaccine

e CDC guidance for pre-drawn syringes comes
from Moderna

* |f pre-drawn syringes are used, consider the following
manufacturer released information supporting stability
data of vaccine pre-drawn into syringes:

e According to the Chemistry, Manufacturing and Control
(CMC) department at Moderna, pre-drawn syringes can
be either stored in the refrigerator at 2° to 8°C (36° to
46°F) or at ambient room temperature at 15° to 25°C (59°
to 77°F) provided they are administered within 6 hours of
the first time the source vial is punctured

SLUTH DakOTa DEFARTRENTLF HEALIH
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Join Moderna for a Webinar: Important Information for Healthcare Providers
about Moderna COVID-19 Vaccine. There will be no continuing education credits
offered.

 February 10 at 2:00 PM CST | Regqister

 February 17 at 12:00 PM CST | Register

Pfizer-BioNTech Training:
* https://www.cvdvaccine.com/

SLUTH DakOTa DEFARTRENTLF HEALIH

Not intended for press or for reporting purposes.


https://ashfieldmeetings.zoom.us/webinar/register/WN_4ti0T3MFR1e4OVZ9F2fjHQ
https://ashfieldmeetings.zoom.us/webinar/register/WN_UDtcxC_dRLuF_wkkO18o7A
https://www.cvdvaccine.com/

Reminders: Ancillary Kits

e |ssues with ancillary supply equipment should also be reported to FDA.

e Encouraged to report any issues with equipment in the ancillary supply kits.

e This link provides the information on how to file the report.
e https://www.fda.gov/safety/reporting-serious-problems-fda/how-consumers-
can-report-adverse-event-or-serious-problem-fda

SLUTH DakOTa DEFARTRENTLF HEALIH
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https://www.fda.gov/safety/reporting-serious-problems-fda/how-consumers-can-report-adverse-event-or-serious-problem-fda

COVID19 Vaccine Finder Update

« COVID-19 vaccine supply is still limited
« data reported will only be used for vaccine inventory
Information—not as a resource to help the public find
vaccine.

* When vaccine is more widely available

* Providers will be notified when public-facing website will
be turned on to show COVID-19 vaccination locations.

« Will allow the public to know where they can go to
receive a COVID-19 vaccination.

* Providers will be able to choose whether their location is
displayed on the website.

« Specific inventory information will not be available to the
public.

Not intended for press or for reporting purposes.
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Contact Information

Angela Jackley Deputy Administrator, Office of Disease
Prevention Services. Vaccination Lead

Tim Heath Immunization Program Coordinator, Vaccination co-
lead tim.heath@state.sd.us

Brett Oakland Immunization Registry Coordinator
brett.oakland@state.sd.us

Carol Chalcraft Immunization Education Coordinator
carol.chalcraft@state.sd.us

Misty Pickner Vaccine Management Specialist
misty.pickner@state.sd.us

Not intended for press or for reporting purposes.
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